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PART II -IMPLEMENTATION OBJECTIVES

1.)
To examine imported foods to determine if they are complying with the requirements of the FD&C Act and the regulations promulgated under this Act.
2.) *To consider appropriate regulatory remedies to preclude the future entry of food which appears to be in violation of the Act.*
*PROGRAM MANAGEMENT INSTRUCTIONS
A. RESOURCE UTILIZATION
Resources provided in the ORA Field Workplan under the Import Foods General CP for sample collection and analysis and import field exams should be used only for this program. Resources designated in the ORA Field Workplan under the Import Foods General CP for entry review, filer evaluations, and follow-up to refusals are to be applied to this program and other food import programs. When determining how this resource pool should be expended, use the priorities listed below.*
PROGRAM PRIORITIES AND AREAS OF EMPHASIS/DE-EMPHASIS
1.) *Foods covered under assignments and Import Alerts and Bulletins
Continuing and emerging problems will be addressed through CFSAN issued assignments, Import Alerts and Import Bulletins, and may change from year to year. Refer to http://www.fda.gov/ora/import/default.htm or # for a listing of Import Alerts and Bulletins. Field assignments utilizing resources planned in this program will be issued by CFSAN, as warranted.
2.) High-Risk Foods
The term "High Risk Foods" is used to denote foods that may contain hazards which FDA believes may present a higher potential to cause harm from their consumption. These foods have first priority for inspectional purposes.
A number of the "High Risk" products, such as soft cheese and seafood, are covered under other Compliance Programs. These programs should be consulted when such products are encountered.
CFSAN considers the following products to be High-Risk foods covered under this program and districts should ensure sufficient coverage with resources provided in the ORA Field Workplan for the Import Foods, General Compliance Program. The laboratory in consultation with the microbiological program contact when necessary will determine the rotation of analytical coverage.
Shigella, and E. coli O157:H7. The Field should provide routine coverage for Salmonella spp. when sampling for analysis, and rotate coverage of Shigella and E. coli O157:H7 to ensure uniform coverage.
i. Non-LACF vacuum packed and modified atmosphere packed fruits and vegetables, such as fresh mushrooms and salads, etc.
ii. Fruits and vegetables with structural characteristics that would make them a greater risk for harboring pathogens (i.e., rough skinned fruit such as cantaloupe).
iii. Fresh-cut fruits and vegetables, such as pre-cut lettuce, pre-cut spinach, packaged salads, etc.
iv. Green leafy vegetables, such as lettuce, spinach, cilantro, etc.
v. Tomatoes
NOTE:
The primary pathogen of concern for tomatoes is Salmonella. The field should only provide routine coverage of tomatoes for this pathogen.
vi. Unpasteurized and non-shelf stable pasteurized fruit and vegetable juices
Juice should be covered under this program for routine sampling. All juice firms are subject to the Juice HACCP Regulation and are covered for HACCP under the Juice HACCP CP (CP 7303.847). Juice should continue to be covered under this compliance program for routine sampling because there are no import juice sample collections planned under the Juice HACCP Inspection Program at this time.
b.) Ready to eat (RTE) foods subject to pathogenic contamination including, but not limited to the products listed below.
The primary pathogen of concern for RTE foods is Listeria monocytogenes. The field should provide routine coverage for this pathogen.
i. Prepared salads (e.g., deli salads such as macaroni and potato salads)
ii. Ready to eat sandwiches Refer to http://www.cfsan.fda.gov/~dms/fsbtact.html. Prior notice review is handled by the Prior Notice Center (PNC) in Reston, Virginia. They will perform the initial review to determine if a firm is registered. If there are any problems, the PNC will contact the appropriate district for follow-up and possible examination.
2.) Import Alerts and Bulletins #
Refer to Import Alerts and Bulletins for further instruction covering specific products and problems.
3.) District Intelligence 4.) Program Priorities listed on pages 4-9.
5.) Foreign Establishment Inspection Reports
Results of the EIRs may be reflected in OASIS through Import Alerts, Bulletins and entry review rates.*
B. *FIELD EXAMINATIONS
Please refer to IOM (http://www.fda.gov/ora/inspect_ref/IOM/default.htm) subchapter 6.4, Field Examination, for general instruction. For FY 05 and beyond all import field exams are to routinely include: verification that the imported product is the same as that which was declared (reconciliation exam); an assessment of security concerns related to labeling and source country (including container integrity, signs of intentional adulteration, etc.); and traditional safety concerns. For additional information on sample collection for fresh produce, please follow the instruction in the current import produce assignment.
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It is imperative that the District coordinate sample collection and shipment with their servicing laboratories in order to ensure that the sample will be analyzed expeditiously.
1.) Microbiology
Generally, refer to the IOM and applicable CPGs for instruction. Refer to the IOM and applicable CPGs for instruction.
2.) Filth
Refer to applicable CPGs, and Import Alerts and Bulletins for instruction. In the absence of specific instruction, collect ten (10), 2 lb subsamples at random. In the event that the District's Investigations Branch has contacted the laboratory and established that a smaller sample size would suffice for regulatory analysis, the established sample size may be collected.
3.) Decomposition
Refer to applicable CPGs, Import Alerts and Bulletins, and FDA Technical Bulletin No. When any of the data transmitted by filer is modified and saved, the field color will change and the data will display in italics.
Track Data changes will record changes made to the entry information or entry/line summary.
There is a "View Update" button on both the Entry Details Screen and Line Details screen.
Selection of these buttons will display a pop-up screen which displays the original data transmitted on the left hand side and any data updates made by FDA on the right. 
NOTE:
SAFETY PRECAUTIONS: Media preparation for L. monocytogenes
directs the use of cycloheximide, which is an extremely toxic chemical, and acriflavine, which is a powerful mutagen (use caution).
Since the L. monocytogenes method gives the option of using α-naphthol, do not use α-naphthylamine. All analysts should take extreme safety precautions when handling these chemicals (e.g., weigh in a containment hood free of drafts; wear gloves and face masks). Those laboratories with pesticide capabilities should take additional precautions against possible contamination, as cycloheximide is a fungicide.
Compositing/ Sample Preparation Instructions
Listeria analysis will be done on ready-to-eat food products that require none or minimal processing (no adequate kill step by the preparer).
The analysis will be conducted on composite basis ONLY (e.g., analyze two (2) composites per sample).
This includes all follow-up samples collected based on an initial positive finding (if appropriate).
Use the following procedure for preparing each composite:
6-subs/ sample -Remove 83.3g from each of three (3) subsamples. Each composite size is 250g.
10-subs/ sample -Remove 50g from each of five (5) Follow the methodology outlined in BAM 8 th Ed., Revision A, 1998 or most current Ed., Ch. 13, "Staphylococcal Enterotoxins" (http://www.cfsan.fda.gov/~ebam/bam-toc.html), beginning on page 13.01.
The laboratory will individually test each sub-sample using the TECRA TM ELISA with proper procedures followed accordingly.
NOTE:
Under no circumstances should positive TECRA TM ELISA results be conveyed to a regulated firm or consumer without confirmation. The TECRA TM ELISA is intended as a screening method only.
The total contents of each subsample should be retained until the original analyses are completed to ensure that a sufficient amount of product is available for subsequent additional and confirmation tests, if necessary.
TECRA TM ELISA Test Results
1.
Negative result -the laboratory need not conduct further analysis for enterotoxin. The sample is considered "negative" and no other regulatory or follow-up action is warranted.
1. Positive result -the laboratory should analyze the original sample using the VIDAS method for confirmation refer to BAM 8 th Ed., Revision A, 1998 or most current Ed., Ch. 13A, "Staphylococcal Enterotoxins: Micro-slide Double Diffusion and ELISA Based Methods"(i.e., VIDAS)". See Districts should wait for Center confirmation before recommending any regulatory action.
2. When the result of the TECRA TM ELISA is positive and the VIDAS is negative then:
Check for the presence of peroxidase.
NOTE: Some foods contain peroxidase which can cause a falsepositive reaction with the TECRA TM ELISA; therefore if this scenario presents itself the analyst should check for the presence of peroxidase and if present, inactivate the peroxidase and retest. 
General Instructions
Each sample will be examined on an individual sub-sample basis except for the analysis using the Polymerase Chain Reaction (PCR) method for V. cholerae Enterotoxigenic strains (see V. cholerae section below). When the PCR method is used, the sample will be analyzed on a composite basis (see below for instructions).
Methods
General 
NOTE: THE FOLLOWING INSTRUCTIONS ARE TO BE USED IN LIEU OF ATTACHMENT D (PAGE 3, STEP C).
1. Once the appropriate dilutions have been prepared for each of the individual ten (10) sub-samples using the BAM method, the laboratory will prepare two (2) APW Lysate composites from the original 1:10 APW dilutions (e.g., the blended solution) PRIOR to incubation.
NOTE: APW Lysate composites will be prepared from the original 1:100 APW dilutions for products (e.g., products with possible high concentration of microflora) with a potential inhibitory effect to the PCR reaction.
2. One APW Lysate composite will be prepared by removing 1.0mL from each of the 1:10 or 1:100, as appropriate, for dilutions for sub-samples 1 thru 5 (e.g., composite #1A) and the second APW Lysate composite will reflect 1.0mL being removed from each of the 1:10 or 1:100, as appropriate, for dilutions for sub-samples 5 through 10 (e.g., composite #1B).
3. These APW Lysate composites will be designated as zero (0) times lysates, (e.g., composites 1A and 1B). Boil for 5 min, and then freeze.
NOTE: THIS "0" TIME ALIQUOT WILL BE USED FOR PCR TESTING ONLY IF THE 6 -8 HOUR OR 16 -24 HOUR INCUBATED LYSATE SHOWS A POSITIVE REACTION ON THE PCR TEST.
4. A second set of APW Lysate composites will be prepared using step (2) above from the original 1:10 or 1:100 dilutions AFTER the 6 -8 hour incubation period at 37°C.
If the sample is a frozen food product, then the APW Lysate composites will be prepared using step (2) above from the original 1:10 or 1:100 dilution AFTER the 16 -24 hour incubation. In the event that a significant product defect, as previously described in this compliance program, is found, one or more of the following may be considered:
NOTE: THIS LYSATE WILL BE TESTED FIRST USING THE PCR TEST. IF THIS LYSATE CANNOT BE TESTED IMMEDIATELY, THEN FREEZE UNTIL THE PCR TEST CAN BE PERFORMED.
1.) Release with comment;
Refer to RPM, Chapter 9, Subchapter -Release Notices, (http://www.fda.gov/ora/compliance_ref/rpm_new2/ch9rel.html).
2.) Detention;
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PART VII -CENTER RESPONSIBILITY
*CFSAN aims to restructure agency responsibilities with regard to import enforcement of foods to more efficiently use resources by shifting decision making responsibility to those parties who have direct familiarity (District Offices) and authority (potential other Agencies). To this end, the Division of Enforcement, Imports Branch will initiate and direct the coordination of import enforcement activities in the following manner:
• Ensure that data developed by the Center to be used by the field is correct, available, timely, and beneficial.
• Target sampling efforts using all available information to develop sufficient evidence in support of broad based actions.
• Working with DIOP, assure that all import alerts and bulletins represent current Center priorities through continual review and updates while assuring consideration of the broad ramifications of such documents.
• Develop and maintain a very active surveillance/risk management system.
• Actively seek out additional direct reference opportunities.
• Solicit more direct reference requests from the field.
• Develop an enforcement strategy for addressing problem importers.
• Determine authorities of other Agencies over food products (APHIS,
FSIS, etc.).
• Provide data to OPDF with which evaluation can be made.
The Office of Plant and Dairy Foods will periodically conduct evaluations of this compliance program. Among other accomplishments to be examined, the evaluations will examine the effectiveness of the program regarding field operations and program quality so that any necessary corrective action may be initiated.* This method is to be used for detection only.
1. Decant supernatant into another set of centrifuge tubes and spin at 8000 rpm for 10 minutes to pellet bacterial cells. Remove as much of the supernatant as possible (to avoid leaving behind any inhibitory compounds; aspiration may be a better alternative than decanting the supernatant).
2. Add 50-100 µl of 1 X phosphate buffer solution (PBS) (this will depend upon the size of the pellet). If the pellet is hardly visible, then add the smallest amount of 1 X PBS. Also, the total amount of PBS added should be 50-100 µl; therefore if two tubes were used for centrifugation, one tube should be suspended in 1 X PBS and this suspension added to the other tube(s).
3. For PCR template preparation: boil the cell suspension in a water bath for 5 minutes, cool on ice and centrifuge at 8000 rpm for 5 minutes.
Transferring the supernatant to another tube is not necessary; use the supernatant as template without disturbing the pellet.
PCR setup
The following is a typical set up for PCR methodology. Note: A strain of S. flexneri (2457M) is provided on a slant and should be streaked out onto nutrient agar plate (e.g., isolated colonies). This strain is a positive control, which can be used, with the PCR primers. However, this strain can be differentiated from any other Shigella isolates with another set of primers (607, 608) and its resistance to the antibiotic kanamycin [50 ug/ml]. PCR template is prepared by boiling a colony from an agar plate in 150 µl dH20 and using 1 µl in a PCR control tube. Another set of primers specific for this strain is available.
It is recommended that the positive control be used to ensure that the reagents are working properly.
Hot start PCR
This step can be eliminated if using Taq polymersases that require heat activation.
